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Status 

1 )^ Responsive to communication(s) filed on 01 June 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1.2.5-7.9 and 11 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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Application Papers 

9) D The specification is objected to by the Examiner. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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Previous Rejections 

A new examiner has taken over prosecution of this case. 
Unless specifically maintained/repeated infra, all previous rejections are 
withdrawn. 

Since the new grounds of rejection which follow were not necessitated by 
Applicant's amendment, this action is NON-FINAL. 

Anticipation Rejection 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent granted 
on an application for patent by another filed in the United States before the invention by the applicant 
for patent, except that an international application filed under the treaty defined in section 351(a) shall 
have the effects for purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 21(2) of such 
treaty in the English language. 

1) Claims 1, 5-7 and 9 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Dubois et al (US Pub. 2005/0288300). 

The applied reference has a common inventor with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 
U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a 
showing under 37 CFR 1.132 that any invention disclosed but not claimed in the 
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reference was derived from the inventor of this application and is thus not the invention 
"by another," or by an appropriate showing under 37 CFR 1.131. 

The publication plainly discloses the subject matter of the instant claims, as a 
cursory review will verify. 

2) Claims 1, 2, 5-7, 9 and 1 1 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Appelbaum et al (USP Pub. 2004/004406). 

The publication plainly discloses the subject matter of the instant claims, as a 
cursory review will verify. Note the disclosure of MIC values greater than or equal to 8 at 
paragraph 0008. 

3) Claims 1, 5-7 and 9 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Dubois et al (US Pub. 2004/01 80903). 

The publication plainly discloses the subject matter of the instant claims, as a 
cursory review will verify. 

Obviousness Rejection 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to 
a person having ordinary skill in the art to which said subject matter pertains. 
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Patentability shall not be negatived by the manner in which the invention was 
made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 2, 5-7, 9 and 1 1 are rejected under 35 USC 103(a) as being unpatentable 
over Hong et al (USP 5,776,944) in view of Fung et al (USP 5,977,133). 

The primary reference teaches that gemifloxacin has superior antibacterial activity 
against a broad spectrum of bacteria, including ciprofloxacin-resistant species (column 5, 
lines 37-50). The reference also teaches that the skilled artisan is readily able to 
determine appropriate dosages and delivery routes for particular patients through routine 
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experimentation (column 16, lines 12-20). It differs from the instant claims insofar as it 
does not specifically disclose treating (i.e., inhibiting and/or killing) Streptococcus 
pneumoniae. 

The secondary reference teaches what is well-known in the art, namely that the 
rise of strains of microorganism resistant to conventional antibiotics represents a pressing 
problem in the health care field. See column 1, lines 14-25; see also the middle of Table 1 
at column 13, in which ciprofloxacin resistant Streptococcus pneumoniae having MIC 
values of 4-8 is tested. The secondary reference differs from the instant claims insofar as 
it employs a quinoline other than gemilofloxacin; the species used was chosen because it 
was found to have superior antibacterial activity against a broad spectrum of bacteria (see 
the passage bridging the bottom of column 1 to the top of column 2). 

It would have been obvious to have treated ciprofloxacin-resistant Streptococcus 
pneumoniae with the gemifloxacin compounds of the primary reference, motivated by the 
reasonable expectation of therapeutic success provided by the secondary reference for 
using quinoline compounds having antibacterial activity toward a broad spectrum of 
bacteria against that species. 

Provisional Obviousness-Type Double Patenting Rejection 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not 
identical, but at least one examined application claim is not patentably distinct from the 
reference claim(s) because the examined application claim is either anticipated by, or 
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would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 
1.321(d) maybe used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or patent either 
is shown to be commonly owned with this application, or claims an invention made as a 
result of activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1, 2, 5-7, 9 and 1 1 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 12-17, 19-22, 24-27 
and 29 of copending Application No. 1 1/198,040. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the conflicting claims 
are drawn to substantially the same subject matter recited instantly, except that they 
specify the treatment of sinusitis. Since Streptoococcus pneumoniae is a causative agent 
of sinusitis, however, the inhibition/killing of that bacteria in the course of treating same 
would have been obvious in a self-evident manner. (See, e.g., paragraphs 001 1 and 0015 
of the publication). 

This is a provisional rejection since the conflicting claims have not yet been 
patented. 
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Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frederick Krass whose telephone number is (571) 272- 
0580. The examiner can normally be reached on Monday through Friday from 9:30AM 
to 6PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marschel Ardin, can be reached at (571) 272-0718. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



Frederick Krass 
Primary Examiner 




